From: Barry Cadden 

Sent: Thursday, June 21, 2012 12:49 PM 

To: gsvirskiy@neccrx.com 

Subject: RE: samples 

Lets ail discuss a process so that we do not skip any. 


From: Gene Svirskiy 

Sent: Thursday, June 21, 2012 12:30 PM 
To: Barry Cadden 
Subject: RE: samples 

Yes, I would agree. We should follow 797 and test everything over 25 units 


From: Barry Cadden 

Sent: Thursday, June 21, 2012 11:30 AM 
To: Gene Svirskiy 
Subject: RE: samples 

We are winging it just a bit i want to test more products than we are currently based upon concrete parameters + 

the logs are way too busy and some products are being bypassed, only tested every 12 tt] lot etc. No absolute 

rhyme/reason to process at this point. We should at least sterility test every lot larger than 25 units 


From: Gene Svirskiy 

Sent: Thursday, June 21, 2012 11:20 AM 
To: Barry Cadden 
Subject: RE: samples 

what exactly is the issue? 


From: Barry Cadden 

Sent: Thursday, June 21, 2012 11:04 AM 
To: Glenn Chin; Gene Svirskiy; Chris Leary 
Subject: samples 

We need to change our sampling "system". ..or lack of a system. I firmly believe that we should at least sterility sample 
more products every day and someone inside the cleanroom must be responsible for this system. We can discuss the 
parameters but can't continue the way we are going. Annette is there to take the samples once given to her and deal 
with all aspects after that. She is not making any decisions in this process but someone in the cleanroom must be 
responsible for this process. We can send all "sampled" formulas in a different color sleave? or whatever works 
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